TCT-141: Six Month Clinical Follow-up of the Tryton Side Branch Stent for the Treatment of Bifurcation Lesions - A Two Centre Registry Analysis  by unknown
3
2
6
7
(
5
:('1(6'$<6(37(0%(530±30
-$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV3267(5%LIXUFDWLRQDQG/HIW0DLQ6WHQWLQJ
 %
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
%LIXUFDWLRQDQG/HIW0DLQ6WHQWLQJ
$EVWUDFW1RV
7&7
/RQJWHUP&OLQLFDO2XWFRPHVRI,Q6WHQW5HVWHQRVLV$IWHU'UXJ(OXWLQJ6WHQW
,PSODQWDWLRQIRU8QSURWHFWHG/HIW0DLQ&RURQDU\$UWHU\'LVHDVH
-RQJ<RXQJ/HH'XN:RR3DUN<RXQJ+DN.LP<RXJ*LXQ.LP*\XQJ0LQ3DUN6HXQJ
:KDQ/HH6RR-LQ.DQJ&KHRO:KDQ/HH6HRQJ:RRN3DUN6HXQJ-XQJ3DUN
$VDQ0HGLFDO&HQWHU6HRXO.RUHD5HSXEOLFRI
%DFNJURXQG)HZGDWDRQWKHFOLQLFDOFRXUVHDQGPDQDJHPHQWRISDWLHQWVH[SHULHQFLQJUHVWHQRVLV
DIWHU'(6WUHDWPHQWIRUXQSURWHFWHG/0&$GLVHDVHKDYHDSSHDUHG7KHREMHFWLYHRIWKLVVWXG\ZDV
WRHYDOXDWHORQJWHUPRXWFRPHVRISDWLHQWVZLWKLQVWHQWUHVWHQRVLV,65DIWHUSHUFXWDQHRXVFRURQDU\
LQWHUYHQWLRQ3&,XVLQJGUXJHOXWLQJVWHQWV'(6IRUXQSURWHFWHGOHIWPDLQFRURQDU\DUWHU\/0&$
GLVHDVH
0HWKRGV%HWZHHQ)HEUXDU\DQG1RYHPEHUFRQVHFXWLYHSDWLHQWVZLWKXQSURWHFWHG
/0&$GLVHDVHXQGHUZHQW'(6LPSODQWDWLRQLQ$VDQ0HGLFDO&HQWHUZLWKXQGHUJRLQJ
URXWLQH VXUYHLOODQFH RU FOLQLFDOO\GULYHQ DQJLRJUDSKLF IROORZXS $ PDMRU DGYHUVH FDUGLDF HYHQW
0$&( ZDV GH¿QHG DV WKH FRPSRVLWH RI GHDWK P\RFDUGLDO LQIDUFWLRQ 0, RU WDUJHWOHVLRQ
UHYDVFXODUL]DWLRQ7/5
5HVXOWV7KH RYHUDOO LQFLGHQFH RI ,65 LQ/0&$ OHVLRQVZDV   RI  SDWLHQWV UHFHLYLQJ
DQJLRJUDSKLFIROORZXSZLWKIRFDOW\SHDQGZLWKGLIIXVHW\SH,65$WRWDORIFDVHV
RIWKH,65FDVHVRFFXUUHGZLWKLQ\HDUFDVHVZLWKLQ\HDUVFDVHVZLWKLQ
\HDUVDQGFDVHVRFFXUUHGDIWHU\HDUVRIWKHSURFHGXUH)RUW\SDWLHQWVXQGHUZHQW
UHSHDWHG3&,XQGHUZHQWE\SDVVVXUJHU\DQGZHUHWUHDWHGPHGLFDOO\'XULQJ
ORQJWHUPIROORZXSDPHGLDQRIPRQWKVWKHUHZHUHQRGHDWKVRQH0,DQG
UHSHDWHG7/5FDVHV7KH LQFLGHQFHRI0$&(ZDV LQ WKHPHGLFDOJURXS LQ WKH3&,
JURXSDQGLQWKHE\SDVVVXUJHU\JURXSSYDOXH 0XOWLYDULDWHDQDO\VLVVKRZHGWKDWWKH
RFFXUUHQFHRI'(6,65GLGQRWDIIHFWWKHULVNRIGHDWKRU0,
&RQFOXVLRQ 7KH ORQJWHUP FOLQLFDO SURJQRVLV RI SDWLHQWVZLWK'(6,65 DVVRFLDWHGZLWK /0&$
VWHQWLQJZDVEHQLJQUHJDUGOHVVRIWUHDWPHQWW\SHZKLFKZDVPDLQO\GHSHQGHQWRQSK\VLFLDQGLVFUHWLRQ
7&7
6L[0RQWK&OLQLFDO)ROORZXSRIWKH7U\WRQ6LGH%UDQFK6WHQWIRUWKH7UHDWPHQWRI
%LIXUFDWLRQ/HVLRQV$7ZR&HQWUH5HJLVWU\$QDO\VLV
0LFKDHO0DJUR-RDQQD-:\NU]\NRZVND3DWULFN:-&6HUUX\V&LKDQ6LPVHN6MRHUG
1DXWD0DFLHM/HVLDN.DWDU]\QD6WDQLVODZVND<RVKLQREX2QXPD(YHO\Q5HJDU5RQ7
YDQ'RPEXUJ6WHIDQ*UDMHN5REHUW-DQYDQ*HXQV
(UDVPXV0&5RWWHUGDP1HWKHUODQGV8QLYHUVLW\+RVSLWDORI/RUG¶V7UDQV¿JXUDWLRQVW
'HSDUWPHQWRI&DUGLRORJ\3R]QDQ3RODQG
%DFNJURXQG7UHDWPHQWRIELIXUFDWLRQOHVLRQVZLWKWKH7U\WRQ6LGHEUDQFKVWHQWKDVEHHQVKRZQWR
EHIHDVLEOHZLWKDQDFFHSWDEOHFOLQLFDORXWFRPHDQGORZVLGHEUDQFKODWHORVVLQWKH¿UVWLQPDQWULDO
2EMHFWLYH7R UHSRUW DFXWHSURFHGXUDO DQGPRQWKFOLQLFDO IROORZXSDIWHU WKHXVHRI WKH7U\WRQ
6LGHEUDQFKVWHQWLQDQµDOOFRPHU¶UHJLVWU\
0HWKRGV7KH¿UVWFRURQDU\ELIXUFDWLRQOHVLRQVDVVLJQHGIRUWUHDWPHQWZLWKWKH7U\WRQVWHQWZHUH
LQFOXGHGLQDSURVSHFWLYHUHJLVWU\3URFHGXUDODQGDQJLRJUDSKLFVXFFHVVUDWHVZHUHGHWHUPLQHGIURP
SDWLHQWFKDUWVDQGSUHDQGSRVWSURFHGXUDOTXDQWLWDWLYHFRURQDU\DQJLRJUDSK\&OLQLFDOIROORZXSZDV
REWDLQHGE\SKRQHRUPDLOFRQWDFW
5HVXOWVSDWLHQWVZLWKOHVLRQVZHUHLQFOXGHGLQWKHVWXG\SUHVHQWHGZLWKVWDEOHDQJLQD
ZLWKXQVWDEOH167(0,DQG67(0,7KHELIXUFDWLRQZDVORFDWHGLQWKHOHIWPDLQLQOHVLRQV
ZHUHFKURQLFWRWDORFFOXVLRQVZHUHWUXHELIXUFDWLRQOHVLRQVIDLOXUHRIVWHQWGHOLYHU\RFFXUUHG
$FXWH JDLQ LQ 6%ZDV PPDQG  SDWLHQWV KDG UHVLGXDO VWHQRVLV RI !$QJLRJUDSKLF
VXFFHVVUDWHZDVSURFHGXUDOVXFFHVVUDWHUHDFKHG3HULSURFHGXUDO0,RFFXUUHGLQDQG
WKHUHZDVFDUGLDFGHDWKGXULQJKRVSLWDOLVDWLRQ$WDPHGLDQPRQWKVIROORZXS7/5UDWHZDV
0,DQGFDUGLDFGHDWK7KHSHUFHQWDJH0$&(IUHHVXUYLYDODWPRQWKVZDV1RFDVHVRI
GH¿QLWHVWHQWWKURPERVLVRFFXUUHG
&RQFOXVLRQ,QDUHDOZRUOGWKHXVHRIWKH7U\WRQ6LGHEUDQFKVWHQWLVDVVRFLDWHGZLWKJRRGSURFHGXUDO
VDIHW\DQGDQJLRJUDSKLFVXFFHVVUDWHDQGDFFHSWDEOHRXWFRPHDWPRQWKVRIIROORZXS
7&7
&RURQDU\%LIXUFDWLRQ/HVLRQV7UHDWHGZLWKWKH1RYHO$GYDQFHG%LIXUFDWLRQ6\VWHPV70
'HGLFDWHG6WHQW3UHOLPLQDU\5HVXOWVRIWKH3URVSHFWLYH0XOWLFHQWHU)LUVWLQ0DQ
([SHULHQFH
0HKUDQ.KRUVDQGL$OH[$EL]DLG6DPHHU'DQL0LFKDHO6KHQRGD+HQU\%RXUDQJ5LFDUGR
&RVWD6DLEDO.DU5DMHQGUD0DNNDU
&HGDUV6LQDL/RV$QJHOHV&$,QVWLWXWR'DQWH3D]]DQHVHGH&DUGLRORJLD6DR3DXOR
%UD]LO/LIHFDUH,QVWLWXWHRI/LIH6FLHQFHVDQG5HVHDUFK$KPHGDEDG,QGLD
%DFNJURXQG&XUUHQW GHGLFDWHG ELIXUFDWLRQ VWHQW V\VWHPV DUH OLPLWHG LQ WKHLU HI¿FDF\ 7KH $%6
0RGXODU %LIXUFDWLRQ 6\VWHP $GYDQFHG %LIXUFDWLRQ 6\VWHPV /RV $QJHOHV &$ LV D QRYHO VWHQW
SODWIRUPGHVLJQHGIRUDXWRPDWLFRULHQWDWLRQDQGDOLJQPHQWRIPDLQEUDQFKDQGVLGHEUDQFKVWHQWVZLWK
FRPSOHWHFRYHUDJHRIFDULQDDQGVLGHEUDQFKDFFHVV7KH$%6GHYLFH LVDPRGXODUGXDOFDWKHWHU
LQGHSHQGHQWO\PRYDEOHGHOLYHU\V\VWHPFXUUHQWO\I,WFRQVLVWVRIDPRWKHUGDXJKWHUVWHQW0'RQ
DQRYHUWKHZLUHEDOORRQFDWKHWHUDQGDGDXJKWHUVWHQW'6RQDPRQRUDLOFDWKHWHU7KH'6FDWKHWHU
LVORDGHGRQDVOHHYHRIWKH0'FDWKHWHUDQGSURWUXGHVWKURXJKDQRSHQLQJLQWKHPLGGOHRIWKH0'
VWHQWDQGOHDGVWKHV\VWHP7KH'6GHOLYHU\EDOORRQLVWZLFHWKHOHQJWKRIWKH'6ZKLFKLVPRXQWHGRQ
WKHGLVWDOKDOIRIWKLVEDOORRQ
0HWKRGV7KHV\VWHP LV ORDGHGRQZLUHVDQGDGYDQFHGXQWLO LW UHDFKHV WKHFDULQD7KH OHDGLQJ
'6FDWKHWHULVWKHQSXOOHGEDFNLQWRWKH0'VWHQWVRWKDWWKHSUR[LPDOPDUNHUVRIWKHWZREDOORRQV
DUHDOLJQHG7KHELIXUFDWLRQVWHQW LVQRZDVVHPEOHGDW WKHFDULQD7KH'6EDOORRQ LV LQÀDWHG¿UVW
DQGSDUWLDOO\GHSOR\VDQGURWDWHVWKHSUR[LPDOVHJPHQWRIWKH0'WRDOLJQZLWKWKHGDXJKWHUYHVVHO
DXWRPDWLFDOO\,WVLPXOWDQHRXVO\GHSOR\VWKH'67KH0'EDOORRQLVLQÀDWHGWRGHSOR\WKH0'VWHQW
.LVVLQJEDOORRQLQÀDWLRQIXOO\GHSOR\VWKHV\VWHP
3DWLHQWVZLWKGHQRYRELIXUFDWLRQOHVLRQVZHUHHQUROOHGLQWKLVSLORWQRQUDQGRPL]HGPXOWLFHQWHUWULDO
HYDOXDWLQJWKHVDIHW\WHFKQLFDOIHDVLELOLW\DQGDFXWHHI¿FDF\RIWKH$%66WHQW6\VWHP7KHSULPDU\
HQGSRLQW LV GD\ FRPSRVLWH0$&( GHDWK0, DQG WDUJHW YHVVHO UHYDVFXODUL]DWLRQ 6HFRQGDU\
HQGSRLQWV DUHSURFHGXUDO VXFFHVV DQG VDIHW\ DW PRQWKV$QJLRJUDSKLF IROORZXS LVSODQQHGDW
PRQWKVWRDVVHVVUHVWHQRVLVDWWKHWDUJHWOHVLRQV
5HVXOWV3UHOLPLQDULO\ UHVXOWV DUH DYDLODEOH IRU RI SDWLHQWV7KH$%6 VWHQWZDV LPSODQWHG LQ
WKHIROORZLQJELIXUFDWLRQV/$''LDJQ /&[20Q DQG3'$3/%Q $OOOHVLRQVZHUH
0HGLQD$YHUDJHSDWLHQWDJHZDV7KHGD\FRPSRVLWH0$&(ZDV3URFHGXUDOVXFFHVV
ZDVDQGWKHUHZDVQRUHVLGXDOVWHQRVLVE\,986ZKLFKUHYHDOHGJRRGVWHQWDSSRVLWLRQZLWK
FRPSOHWHFRYHUDJHRIWKHYHVVHOFDULQD
&RQFOXVLRQ 7KH $%6 %LIXUFDWLRQ 6WHQW 'HOLYHU\ 6\VWHP LV D QRYHO VWHQW SODWIRUP GHVLJQHG WR
UHSURGXFLEO\ SHUPLW VWHQWLQJ LQ ELIXUFDWLRQ OHVLRQV UHJDUGOHVV RI EUDQFK DQJXODWLRQ 7KLV ¿UVWLQ
KXPDQLPSODQWVWXG\SURYLGHVSUHOLPLQDU\HYLGHQFHRIIHDVLELOLW\DQGVKRUWWHUPHI¿FDF\$GGLWLRQDO
ORQJWHUPDQGODUJHUVFDOHVWXGLHVDUHQHHGHGWRIXUWKHUYDOLGDWHWKLVXQLTXHGHYLFH
7&7
&RPSDULVRQRI<HDUV&OLQLFDO2XWFRPHRI'UXJ(OXWLQJ6WHQW,PSODQWDWLRQLQ+LJK
$QJOHG%LIXUFDWLRQDQG/RZHU$QJOHG%LIXUFDWLRQ/HVLRQRI8QSURWHFWHG/HIW
0DLQ&RURQDU\$UWHULHV
6XQDR1DNDPXUD+LVDR2JDZD-DQJ+R%DH<HR+&DK\DGL:DVDQ8GD\DFKDOHUP
'DPUDV7UHVXNRVRO6XGDUDWDQD7DQVXSKDVZDGLNXO
1HZ7RN\R+RVSLWDO0DWVXGR-DSDQ.XPDPRWR8QLYHUVLW\+RVSLWDO.XPDPRW
-DSDQ.RQ\DQJ8QLYHUVLW\+RVSLWDO'DHMHRQ.RUHD5HSXEOLFRI+XVDGD+RVSLWDO-DNDUWD
,QGRQHVLD.LQJ&KXODORQJNRUQ0HPRULDO+RVSLWDO%DQJNRN7KDLODQG0DKLGRO8QLYHUVLW\
6LULUDM+RVSLWDO%DQJNRN7KDLODQG&KHVW'LVHDVH,QVWLWXWH%DQJNRN7KDLODQG
$LP7KHDLPRIVWXG\LVWRFRPSDUHWKH\HDUVFOLQLFDORXWFRPHRIGUXJHOXWLQJVWHQWLPSODQWDWLRQ
LQ KLJKDQJOHG  ELIXUFDWLRQ +$% DQG ORZHUDQJOHG  ELIXUFDWLRQ /$% OHVLRQ RI
XQSURWHFWHGOHIWPDLQFRURQDU\DUWHULHV
0HWKRGV$SURVSHFWLYHDQDO\VLVRISDWLHQWVZLWK/07VWHQRVLV+$%DQG/$%LQ¿YH
KLJKYROXPH$VLDQFHQWHUVDIWHUVXFFHVVIXOVWHQWLQJLQ/07ZDVSHUIRUPHG/07ZDVWUHDWHGZLWK
VWUDWHJLHVVLQJOHPLQLFUXVKFXORWWH7FDVHVFUXVKFDVHVNLVVLQJ
5HVXOWV$W\HDUVRYHUDOOFDUGLDFHYHQWVRI/$%ZHUHVLJQL¿FDQWO\ORZHUWKDQ+$%
S 
